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Amylin or amylin-NHg ^fr~\.CGRP or a functional 
peptide fragment of amylin or amyli\i\-Nfl5 or CGRP, or a. 
conservative variant of the amylin o)c am^lin-NHg or CGRP or 
fragment, for use in the treatment of \jiiabetes mellitus or 
hypoglycaemia - 

2. A composition comprising a) insulin and b) one or 
more of amylin or amylin-NHg or CGRP, or a functional peptide 
fragment of amylin or ^ylin-NHj or CGRP or a conservative 
variant of the amylin 6r amylin-NHg or CGRP or fragment, for use 
in the treatment of /diabetes mellitus or hypoglycaemia. 

3. A comR'osijfeion as claimed in claim 2, wherein the 
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molar ratio of insuintn to amylin or amylin-NHg or CGRP (or 
fragment or variant)/ is from 100:1 to 0,1:1. 

4 . A product according to any one of claims 1 to 3 , 
in the form of a solution rsuitable for parenteral administration 

5. A method of preparing a product for the treatment 
of diabetes mellitus or hypoglycaemia, which method comprises 
bringing an ingredient selected\f rdlti amylin, amylin-NHg, CGRP, 
functional peptide fragments therVpf\and conservative variants o 
the amylin or amylin-NHg of CGRP iqryK^ragment , into the form of a 
solution suitable for parenteral admirMstration . 

6. A method of preparing a composition for the 
treatment of diabetes mellitus or hypoglycaemia, which method 
comprises bringing the act/iyel ingredients a) insulin and b) one 
or more of amylin or amyljiiZ-NHg^'r^GRP or a functional peptide 
fragment thereof or a conservative variant of the amylin or 
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amylin-NHg or CGRP or fi'a^mer/t, into the form of a r.olution 
suitable for arenteral aaininistration . 



—7-: — ?i~Wgthod ot tjrfer aLi i i L) a i namm- d - l - ldil pg fient for 

diabetes mellitus or hypoglycaemia, which method comprises / 
administering to the patient a composition comprising on^^r more 
ingredients selected from amylin and amylin-NHj and CGj^ ,^ a 
functional peptide fragment of amylin or amylin-NHj yCGRP,. a , 
functional peptide fragment of amylin or amylin-jmj or CGRP, and 
a conservative variant of the amylin or amylin^^^NHj or CGRP or 
fragment. / 

8. A method as claimed in clgl^m 7, wherein insulin is 
also administered to the patient. / 

9. A method as claimed iri claim 8, wherein the 
insulin and the amylin or amylin-^Hj or CGRP (or fragment or 
variant) are administered to >^he patient in a molar ratio of from 
100:1 to 0.1:1. /// 

10. A method asJ^^Laimed in claim 8 or claim 9 wherein 
a composition comprising/the insulin and the amylin or amylin-NHj 
or CGRP (or fragment or variant) is administered parenterally . 

11. A soluble preparation of one or more of amylin, 
amylin-amide , an^ active subf ragment (s) of amylin and amylin- 
amide, useful/in the treatment of diabetes mellitus or 
hypoglycemafa . 

/ 12. The preparation of claim 11 that has been rendered 
solvij2u.e by treatment with formic acid. 

/ 13. The preparation of claim 12 wherein said formic 

-^cid is 70% formic acid. 
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)tepafatlon of claim 11 that ha^ been rendered 
soluble by treatment with guanidinium hydrochloride - 

15. The preparation of claim 14 wherein saic 
guandinium hydrochloride is 6.0 M guandinium hydc©t5nloride in a 
buffer containing monohydrogen E^osphate Q;i?'^odium dihydrogen 
phosphate. / / ^---'''^ 

16. The preparati^^^f claim 15 wherein said buffered 
guandinium hydrochloriiie iisjQr-a final guandinium hydrochloride 
concentration ofi-'-'b.O M. 

^^^-^'^lin . The preparation of claim 11 that has been rendered 

^ ^JcS^f 30ll i > ?1 - l-iy n1 1--i--ir:r>nnri .- _.. ^ 

18. The preparation of claim 11 that has been rendered 
soluble by dissolut/ioin in salts of sodium or ammonium, especially 
ammonium bicarbonato-^o: 
carbonate • 

19. A preparation of o^Te^or more of amylin, amylin- 
amide, and active subf ragment (s) ( o^^aitfylin and amylin-amide , that 
is lyophilized. 

20. The prepai^ation of claim 11 that has been 
solubilized by treatment/^with trif uloroacetic acid or 
acetonitrile or a mixtlnf-e ;tfhereof . 

(«21. The prej^aration of claim 2 0 wherein said 
trif uloroacetic acid i^ about O.l-l.Ns^ trif uloroacetic acid. 

22. A delayed release pre|pVi<^±_j,on of one or more of 
amylin, and amylin-amide, and active subf ragment (s) of amylin and 
amy 1 in-amide . 

23. The preparat-ipn of claim 22 in combination with 

insulin . 



)r carbonate or sodium bicarbonate or 
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24. The preparation of any of claims 22 and ^^^^^g^,J^:^h^ 
formulated with protamine 

25. The prepar^€~ipn of any of claims 2 2 and 2 3 
formulated with a zinc /sa] 

26. The preparation Aof claim 25 wherein said zinc salt 
is zinc chloride. 

27. The prepa^^^tj^n ^of any of claims 2 2 and 2 3 
formulated with protamine and a zinc salt. 

28. The preparation of N^laim 27 wherein said zinc salt 
is zinc chloride. 

" 29. A prepai(-ation of one or more of amylin, amylin- 

amide, and active sut/f ragment (s) of amylin and amylin-am'ide , in 
which said amylin, amylin-amide , and subfragments are 
crystallized. 

30. The preparation of claim 29 further comprising a 
zinc salt and a TovLf-^h^ suitable for parenteral administration. 

31. The preparation of claim 30 said zinc salt is zinc 

chloride . 

32. A suspension of ohe or more of amylin, amylin- 
amide, and active subfragment (s) z^:^ amylin and amylin-amide, 
formulated with a zinc salt in a' biafc^er suitable for parenteral 
administration . 

33. The suspension of "clai'ij 32 wherein said zinc salt 
is zinc chloride. 

34. A crystallized preparati/on of amylin and divalent 
zinc cation, in which the crysta'lfe ha?;^e been resuspended in a 
solution of sodium acetate/sodivam-'^loride . 
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35. The /preparation of claim 34 wherein, said solution 



has a pH of about v • 2 to about 7.5, 



36. A method for monitoring the therapy cf diabetes 
mellitus or hypogliycemia comprising determination of \the level of ■, 
amylin in the blotfd, serum or plasma of a patient undergoing said 
therapy . 

37. Thfe method of claims 36 wherein said therapy is an 
islet cell transpilant. 

38. /Tli4 meythod of claim 36 wherein said therapy is a 
pancreatic tr^nsjj^lai 

39. ^-Tjle method of claim 36 wherein said therapy is an 
implant of pancreatic tissue. 

40. The method of claim 3 6 wherein said therapy is or 
includes amylinj therapy. 

41. The preparation of a\i2^9f claims 11, 19, 22, 23, 
29, and 32 in which the disulfide bjbVid iig^'ntact. 

42. The preparation of aWyMaf claims 11, 19, 22, 23, 
29, and 3 2 in which the disulfide bond \is not intact. 

■■ .A3-^ A— metto^sd — fo r- pr epa^gA-ng — a m yl i n -; — amy-l-in- amide-, — e-r; 

subfragments thereof, comprising dissolution of ^aJr^^Sinylin, 
amylin-amide or subfragments thereof ip — ati' appropriate denaturing 
agent and oxidation by^^^pf apgj^oiJriate oxidizing agent. 

44. The ii3fe.;Kll^d of claim 43 wherein said oxidizing 
agent is pot^ssTum yferricyanide . 

lod of claim 4 3 wherein said denaturing 
ag^rf€ is selected from the group consisting of guandinium 
chloride and urea. 





